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Disposition of Claims 

4) E<] Claim(s) 1,2 and 5-21 is/are pending in the application. 
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Applicant's arguments with respect to claims 1-2, and 5-21 have been 
considered but are moot in view of the new ground(s) of rejection. 
The Status of Claims : 
Claims 1-2, and 5-21 are pending. 
Claims 1-2, and 5-21 have been rejected. 

DETAILED ACTION 
Priority 

1 . It is noted that this application claims benefit of 60/457,431 (03/25/03) . 

Drawings 

2. None. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated clearly by Kiel 

> 

etal (US2003/0077321). 
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Kiel et al discloses the conversion of one of the active pharmaceutical 
ingredients such as gabapentin (see page 2 .paragraph # 0063) into its tannate salt 
complex (see 1 , (see page 1 , paragraph # 0009). This is identical with the claim. 



Claim Rejections - 35 USC §103 



This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or (g) 
prior art under 35 U.S.C. 1 03(a). 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-2, and 5-21 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Kiel et al (US2003/0077321 ) in view of Chopdekar et al (U.S. 

5,663,415). 

Kiel et al discloses the conversion of one of the active pharmaceutical 
ingredients such as gabapentin (see page 2 .paragraph # 0063) into its tannate salt 
complex (see 1 , (see page 1 , paragraph # 0009); furthermore, the source of tannic 
acid is natural or synthetic (see page 1 , paragraph # 0010). 



[0007] The process provides the addition of the active 
pharmaceutical ingredients to tannic acid in the presence of 
a pharmaceutical^ acceptable liquid which generates tan- 
nate salt complexes. Without further treatment, the tannate 
salt complex of one or more APIs may be combined with 
pharmaceutical^ acceptable excipients such as diluents, 
binders, lubricants, glidants, coloring, sweetening and fla- 
voring agent and processed into suitable solid-dosage forms. (« 

page 1 , paragraph , 0007). 

The first step of this process is to create a tannic acid powder 
blend by combining an API with tannic acid in the presence 
of a pharmaceutically acceptable liquid. An anti-clumping 
agent also may be added to the mix. The presence of the 
anti-clumping agent prevents the aggregation of the tannate 
salt complex formed and promotes uniformity in the powder 
blend. 
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(see page 1 , paragraph # 0009). 

[0075] The salts of the active ingredients are preferably 
dissolved in purified water. However, other pharmaceuti- 
cally acceptable liquids can be substituted for water such as 
isopropyl alcohol, ethanol, glycerin, propylene glycol, min- 
eral oil or mixtures thereof. This leads to the dissociation of 
the salt into its free-base and conjugate acid forms. 

(see page 2, paragraph # 0075). 

In addition, the example 1 shows the preparation of a dosage form with one 
active pharmaceutical ingredient below: 

EXAMPLE 1 

[0077] 



Preparation Of A Dosage Fo 


rm With One API: 


Ingredient 


Amount (g) 


diphenhydramine HQ 


12,500 


tannic acid 


32.813 


purified water 


12.5 mL 



(see 

page 2, paragraph # 0077). From this , the weight ratio of diphenhydramine to tannic 
acid used is 1:3 (see 3 , paragraph #0078); the weight % of the tannic acid 
calculated is 56 % ( 32.8/57.8) based on the total mixture. 



♦ 

* 
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The instant invention, however, differs from the prior art reference in that the 
claimed reaction temperature range (15 to 150 0 C) is not disclosed ; the claimed pH is 
between 2 to 1 1 . 

Chopdekar et al discloses a process of preparing antihistamine tannates ; for 
example , diphenhydramine tannate can be obtained from reacting an antihistamine 
selected from the group consisting of diphenhydramine, phenylephrine, pyrilamine, and 
etc. (see col. 3 , lines 1-4) with tannic acid at the reaction temperature of 65 to 70° C 
(see col. 4 ,lines 1-2) in the presence of water (50 wt %) (see col. 4 , example 2) for a 
period of time in the range of 5 minutes to 4 hours, thereby obtaining the resultant 
product by freeze-drying (see col. 3 Jines 1 1-12 ) at a reduced pressure (see col. 2 
,lines 28-34) or under vacuum at a temperature of 60° C. (see col. 4 , lines 15-17). 

With respect to the unspecified ranges of pH, the limitation of a process with 
respect to ranges of pH, time , and temperature does not impart patentability to a 
process when such values are those which would be determined by one of ordinary skill 
in the art in achieving optimum operation of the process. Furthermore, the selection of 
ranges of pH is not a patentable modification in the absence of unobvious results. In re 
Rose, 105 U.S.P.Q. 237 (C.C.P.A. 1955). The pH value is well understood by those of 
ordinary skill in the art to be a result-effective variable, especially when attempting to 
control the reaction process. 
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Kiel et al expressly discloses the conversion of the.active pharmaceutical 
ingredients such as diphenhydramine, phenylephrine, pyrilamine, gabapentin (see 
page 2 .paragraphs # ,0016, 0019,0028, 0063) into its tannate salt complex (see 1 , 
(see page 1, paragraph # 0009); furthermore, the source of tannic acid is natural or 
synthetic (see page 1, paragraph # 0010). Similarly.Chopdekar et al does teach the 
process of preparing pure antihistamine tannate compositions by reacting an 
antihistamine selected from the group consisting of diphenhydramine .phenylephrine, 
pyrilamine, and etc. with tannic acid at the reaction temperature of 65 to 70° C in the 
presence of water .thereby obtaining the resultant product at a reduced pressure or 
under vacuum. By comparison, there is an equivalency among diphenhydramine 
tannate, phenylephrine tannate,and gabapentin tannate with respect to preparing the 
their corresponding tannate pharmaceutical forms between the prior art. 

Therefore, if the skilled artisan had desired to convert the active gabapentin 
pharmaceutical ingredient into its tannate salt complex as an alternative to the 
diphenhydramine tannate composition, one skilled in the art would be motivated to 
incorporate Chopdekafs et al teaching of preparing the tannate composition into the 
Kiel et al process. This is because the skilled artisan in the art would expect such a 
combination to be successful in producing gabapentin tannate as the guidance shown 
in both prior art. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taylor Victor Oh whose telephone number is 571-272- 
0689. The examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on 571-272-0562. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




